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[4110-35] 
Title 42—Public Health 


CHAPTER IV—HEALTH CARE Fi- 
NANCING ADMINISTRATION DE- 
PARTMENT OF HEALTH, EDUCA- 
TION, AND WELFARE 


PART 405—FEDERAL HEALTH INSUR- 
ANCE FOR THE AGED AND DIS- 
ABLED 


Entitlement to Medicare Benefits 
Based on End-Stage Renal Disease 


AGENCY: Health Care Financing Ad- 
ministration (HCFA), HEW. 


ACTION: Final regulation with com- 
ment period. 


SUMMARY: This regulation amends 
the rules concerning who is entitled to 
medicare benefits on the basis of 
having end-stage renal disease 
(ESRD). The amendments are neces- 
sary to implement certain legislative 
amendments to the ESRD program. 
(See Pub. L. 95-292, June 13, 1978). 
The amendments eliminate the re- 
quirement that a person be under 65 
in order to be eligible, require the 
filing of an application, revise the 3- 
month waiting period before the start 
of coverage for patients who initiate 
training in self-dialysis or receive a 
kidney transplant, extend the period 
of entitlement to 36 months after a 
kidney transplant, and establish new 
rules concerning the resumption of 
coverage. 


DATES: This regulation is effective 
October 1, 1978. Closing dates for com- 
ments: December 1, 1978. 


ADDRESSES: Send comments to: Ad- 
ministrator, Health Care Financing 
Administration, Department of 
Health, Education, and Welfare, P.O. 
Box 2372, Washington, D.C. 20013. 
When commenting, please refer to 
MAB-81-RC. Comments will be availa- 
ble for public inspection beginning ap- 
proximately 2 weeks from today in 
room 5231 of the Department’s offices 
at 330 C Street SW., Washington, 
D.C., on Monday through Friday of 
each week from 8:30 a.m. to 5 p.m., 
telephone 202-245-0950. 


FOR FURTHER INFORMATION 
CONTACT: 
John B. Russell, 301-594-8260. 


SUPPLEMENTARY INFORMATION: 
BACKGROUND 


The Social Security Amendments of 
1972 (Pub. L. 92-603) extended medi- 
care entitlement to individuals under 
65 who have end-stage renal disease 
_ (ESRD) and who are insured or enti- 
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tled to monthly benefits under social 
security or the Railroad Retirement 
Act, or are spouses or dependent chil- 
dren of persons who are insured or en- 
titled. Those amendments also author- 
ized us to establish requirements for 
ESRD facilities that would be reim- 
bursed for kidney transplant and dia- 
lysis services. Congress mandated two 
requirements: A minimum utilization 
rate for covered procedures; and a 
medical review board to screen the ap- 
propriateness of patients for the pro- 
posed treatment procedures. 

The ESRD program became effec- 
tive July 1, 1973. It was first imple- 
mented by interim regulations and 
instructions governing both approval 
of ESRD facilities and reimbursement 
to such facilities. The conditions that 
ESRD facilities must meet to be ap- 
proved for coverage of ESRD services 
are now codified in 42 CFR Part 405, 
Subpart U and the provisions for reim- 
bursement are codified in subpart E of 
that part. Additional provisions relat- 
ing to ESRD are set forth in subparts 
A and B of the medicare regulations. 


STATUTORY PURPOSE 


Pub. L. 95-292; enacted June 13, 
1978, amends titles II and XVIII of 
the Social Security Act to make im- 
provements in the ESRD program. 
The law is intended to provide incen- 
tives for the use of lower cost self-dia- 
lysis where medically appropriate; to 
eliminate program disincentives to 
kidney transplantation; to provide for 
methods of incentive reimbursement 
to assure cost-effective delivery of dia- 
lysis services; to develop long-term na- 
tional objectives for the most effective 
use of ESRD treatment resources; and 
to provide for studies of ways to im- 
prove the program. The primary pur- 
pose is to encourage the use of lower 
cost treatment modalities consistent 
with good medical practice and, more 
specifically, to encourage home dialy- 
sis and transplantation for the maxi- 
mum number of patients who are suit- 
able candidates for those treatment 
methods. The new law reaffirms poli- 
cies that we have already implement- 
ed. It also makes major changes in in- 
dividuals’ entitlement to benefits, cov- 
erage of services and supplies, and 
methods of reimbursement. 

This regulation implements the pro- 
vision of Pub. L. 95-292 pertaining to 
entitlement to medicare based on end- 
stage renal disease. It is the first of 
several regulations we will be publish- 
ing to implement Pub. L. 95-292. Later 
regulations will deal with certification 
and coverage of ESRD facilities, with 
reimbursement, and with the ESRD 
networks. For the reasons discussed 
below, this regulation is being issued 
in final, without having gone through 
proposed rulemaking. Wherever possi- 


ble, subsequent regulations will be 
issued as proposed rules. 

The statute also authorizes the Sec- 
retary to conduct various pilot pro- 
jects, experiments and studies relating 
to furnishing services for renal dis- 
ease. Information about these projects 
can be obtained by writing Cliff Gaus, 
Office of Policy Planning and Re- 
search, Health Care Financing Admin- 
istration, DHEW. 


MAJOR PROVISIONS 


The major provisions in this regula- 
tion are as follows: 

(1) The requirement that an individ- 
ual be under 65 in order to qualify asa 
renal disease beneficiary has been 
eliminated. This requirement had 
originally been adopted statutorily 
under the assumption that those over 
65 would be eligible for medicare 
under the ordinary entitlement provi- 
sions. However, if the onset of renal 
disease was after 65 and entitlement 
was based on the work of another re- 
lated individual, certain persons were 
inadvertently left uncovered. For ex- 
ample, a person over 65 whose entitle- 
ment would otherwise be based on the 
work of a 60-year-old spouse still work- 
ing, would have been ineligible under 
the old rule; the spouse in this exam- 
ple might be currently insured, but 
not presently entitled to monthly 
benefits. Thus, the individual with 
ESRD would not have been entitled to 
benefits. The statute and the amended 
rule rectify this oversight. 

(2) The statute and the amended 
rule make the filing of an application 
a condition of entitlement. However, 
possible hardships that might result 
from strict application of this rule are, 
for the most part, alleviated by the 
provision that an application will be 
considered to have been received 12 
months before it is -filed (but no 
sooner than the first month of eligibil- 
ity). Because the amended regulation 
is not effective until October 1, 1978, 
the filing of an application is not a 
condition of entitlement for individ- 
uals who, before that date, have met 
the conditions of entitlement of the 
present regulation. The eligibility of 
these individuals will be determined 
under the current rules for periods 
prior to October 1. Thus, these individ- 
uals would be entitled to benefits for a 
period even more than 12 months 
before the date on which an applica- 
tion is actually filed. 

(3) The statute and the amended 
rule make two major changes in the 
date on which entitlement begins in 
certain circumstances. As a general 
rule, a person who undertakes a regu- 
lar course of dialysis must wait 3 
months before his entitlement begins. 
Under the new rule, an individual who 
participates in a self-care dialysis 
training program will be entitled to 
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benefits from the beginning of his reg- 
ular course of dialysis. However, in ac- 
cordance with the intent of Congress, 
the waiver of the 3-month waiting 
period is only intended for those indi- 
viduals who can reasonably be expect- 
ed to complete the training program, 
and, on completion to enter into a self- 
dialysis setting. (See S. Rept. 95-714, 
at p. 5.) We will instruct the ESRD fa- 
cility on how to certify that these re- 
quirements are met. In addition, the 
waiver will only be made if the person 
maintains dialysis throughout the 
waiting period. 

Under the prior rule, entitlement for 
renal transplant patients began with 
the month in which the operation was 
performed or in the month before it. 
The amended rule provides that enti- 
tlement can begin in the second 
month before the month of the trans- 
plant. This exception to the waiting 
period is applicable only if the individ- 
ual is admitted as an inpatient to a 
hospital that has been approved for 
participation in medicare as a renal 
transplantation center or a renal dia- 
lysis center. (These terms are defined 
in 42 CFR 405.2102.) This limitation 
conforms to sections 226A(b)(1)(B) 
and 1881(b)(1) of the Act, which re- 
quire that the hospital meet whatever 
requirements the Secretary has pre- 
scribed for providers of renal dialysis 
services. We believe that this require- 
ment will assure quality of care in 
kidney transplantations. 

(4) The former rule provided that, 
for those who received kidney trans- 
plants, entitlement ended with the 
12th month after the transplant. It 
has become clear that complications 
and relapses related to kidney failure 
frequently occur long after the 12th 
month and thus, the 12-month rule 
has come to serve as a disincentive to 
transplantation. Accordingly, in ac- 
cordance with Pub. L. 95-292, we have 
amended the rule to provide for a 36- 
month period of entitlement after a 
kidney transplant. We have interpret- 
ed this statutory extension of the enti- 
tlement. period to apply to persons 
whose entitlement began prior to Oc- 
tober 1, 1978, a well as persons whose 
entitlement begins on or after October 
1, 1978. Therefore, persons who re- 
ceived kidney transplants after Sep- 
tember 30, 1975, will still have some 
period of entitlement remaining. Such 
a person’s entitlement will end 36 
months after the month of transplant, 
but will not include periods of time 
prior to October 1, 1978, which are 
more than 12 months after the month 
of transplant. Thus, an individual who 
received a transplant in December, 
1976, and whose entitlement previous- 
ly ended on December 31, 1977, would 
be entitled to benefits from October 1, 
1978 through December 31, 1979. How- 
ever, we do not believe that we have 
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the statutory authority to extend enti- 
tlement to this individual retroactively 
for the period after December 31, 1977 
through September 30, 1978. 

(5) The former rule made no special 
allowance for those persons whose cov- 
erage ended, but who later initiated or 
resumed a regular course of dialysis. 
The statute and the amended rule pro- 
vide that coverage for those persons 
begins immediately with the month in 
which the course of dialysis is begun; 
the 3-month waiting period is not ap- 
plicable. 

(6) A conforming technical amend- 
ment to 42 CFR 405.210(b)(1)Gii) and 
clarifying editoriai changes in 
§ 405.104 have also been made. 


BENEFITS AVAILABLE TO KipNEY DONOR 


Pub. L. 95-292 provides that a 
person who donates a kidney for trans- 
plant surgery, and who is not other- 
wise entitled to medicare benefits, 
shall be entitled to both part A and 
part B medicare benefits, with respect 
to his kidney donation. The purpose is 
to encourage kidney transplantation 
and the scope of benefits covers all 
reasonable preparatory, operation and 
post-operation expenses associated 
with his kidney donation, through the 
actual period of recovery. Moreover, 
the kidney donor is not required to 
meet the deductible, premium or coin- 
surance requirements of medicare. 

This provision is not being imple- 
mented in this particular regulations 
package. It will be included in a subse- 
quent reguiation dealing with cover- 
age issues, which we also plan to pub- 
lish near October 1, i978. 


WAIVER OF PROPOSED RULEMAKING 


We believe there are good reasons 
for issuing these regulations in final, 
without prior notice and opportunity 
for public participation in the rule- 
making. First, Pub. L. 95-292 provides 
that medicare payments for the var- 
ious dialysis and transplant services, 
supplies, and equipment provided 
under the statute shall be available be- 
ginning on October 1, 1978. Second, 
Pub. L. 95-292 is quite specific in pre- 
scribing the expanded entitlement to 
dialysis and transplant services and 
leaves very little to the exercise of ad- 
ministrative interpretation. Therefore, 
these regulations merely conform the 
existing regulations to the statutory 
amendments. Accordingly, we find 
that there is good cause to waive a 
notice of proposed rulemaking and 
good cause not to have a delayed effec- 
tive date. 


EXPLANATION OF EFFECTIVE DATE 


These amendments become effective 
on October 1, 1978. This means that 
they govern entitlement decisions with 
respect to any individual whose enti- 
tlement begins on or after that date. 
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In addition, the extended 36-month 
entitlement following a kidney trans- 
plant is applicable to persons whose 
entitlement began before October 1. 
In making determinations of entitle- 
ment for periods prior to October l, 
we will use the regulations previously 
codified in 42 CFR 405.104. 

42 CFR Part 405 is amended as set 
forth below: 

1. Section 405.104 is revised to read 
as follows: 


§ 405.104 Entitlement to hospital insur- 
ance benefits based on end-stage renal 
disease. 


(a) Scope and applicability. This sec- 
tion explains the conditions of entitle- 
ment to medicare, part A, based on 
end-stage renal disease, and specifies 
the beginning and end of the period of 
entitlement. It implements. section 
226A of the Social Security Act and 
governs entitlement to medicare bene- 
fits on or after October 1, 1978. 

(b) Definitions. As used in this sec- 
tion: 

“End-stage renal disease” means 
that stage of kidney impairment that 
appears irreversible, and permanent 
and requires a regular course of dialy- 
sis or kidney transplantation to main- 
tain life. 

“Child” or “spouse” means a child or 
spouse whose relationship to the 
parent or spouse meets the relation- 
ship requirements for entitlement to 
child’s monthly social security bene- 
fits or to wife’s, husband’s, widow’s, 
widower’s, mother’s, or father’s 
rnonthly benfits, as set forth in 20 
CFR Part 404, subpart L. However, the 
duration of relationship requirements 
of subpart L apply only to divorced 
wives. (See 20 CFR 404.1105) 

“Dependent child” means a person 
who, on the first day he has end-stage 
renal disease, is unmarried and meets 
the dependency requirements for enti- 
tlement to child’s social security bene- 
fits on the basis of a parent’s earnings 
(see 20 CFR 404.323-404.327a) and: 

(1) Is under age 22; or 

(2) Is under a disability that began 
before age 22; or 

(3) Is under age 26, is receiving at 
least one-half support from that 
parent, and has continuously received 
at least one-half support from that 
parent since the day before attaining 
age 22. 

“One-half support” means regular 
contributions, in cash or in kind, that 
equal or exceed one-half of the child’s 
total support. 

(c) Conditions of entitlement. An in- 
dividual is entitled to medicare, part A 
benefits based on end-stage renal dis- 
ease if he is medically determined to 
have that disease and meeis the fol- 
lowing conditions: 

(1) He is: (i) Fully or currently in- 
sured under the social security pro- 
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gram (title II of the Act) or would be 
fully or currently insured if his em- 
ployment (after 1936) as defined under 
the Railroad Retirement Act were con- 
sidered “employment” under the 
Social Security Act; or 

(ii) Entitled to monthly social securi- 
ty or railroad retirement benefits; or 

(iii) The spouse or dependent child 
of a person who meets the require- 
ments of paragraph (c)(1)\i) or 
(c)(1)<ii) of this section, and 

(2) He has filed an application. 

(3) He has satisfied the waiting 
period explained in paragraph (e) of 
this section. 

(d) Filing an application. (1) An in- 
dividual who wishes to apply for hos- 
pital insurance based on end-stage 
renal disease may obtain an applica- 
tion form and help in completing it at 
any social security office. 

(2) If an individual is deceased or, 
because of poor health, or mental con- 
dition, is unable to file an application, 
a relative or person responsible for his 
affairs may file the application on his 
behalf. If such a person is not availa- 
ble, the hospital or dialysis facility 
that furnished treatment may file the 
application. 

(3) An application is not valid if it is 
filed earlier than the third month 
before the month in which the individ- 
ual meets all the conditions specified 
in this section 

(4) If an application is filed within 
12 months after the month in which 
the individual first met the other con- 
ditions of entitlement, it will establish 
entitlement as of that first month. An 
application filed more than 1 year 
after the month the other conditions 
are met will be retroactive cnly 12 
months before the month of filing. 


(e) Beginning of entitlemeni—(1) 


Basic factors. Entitlement can begin 
no earlier than the first month in 
which the individual meets the condi- 
tions specified in paragraph (c) of this 
section, or the 12th month before he 
files an application, whichever is later. 

(2) Waiting period. Entitlement 
begins on the first day of the third 
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month after the month in which the 
individual initiates a regular course of 
renal dialysis, if the course is main- 
tained throughout the waiting period, 
unless entitlement would begin earlier 
under paragraph (e) (3) or (4) of this 
section. This means that if dialysis 
began in January, entitlement would 
begin April 1. 

(3) Exception: Early kidney trans- 
piant. If the individual receives a 
transplant, entitlement, begins with 
the first day of the month in which 
the transplant was performed. Howev- 
er, if the individual is admitted as an 
inpatient to a hospital that is an ap- 
proved renal transplantation center or 
renal dialysis center (see § 405.2102 for 
procedures preliminary to transplant 
surgery, entitlement begins; 

(i) On the first day of the month in 
which he initially enters the hospital, 
if the transplant is performed in that 
month or in either of the next 2 
months; or 

(ii) On the first day of the second 
month before the month of kidney 
transplantations, if the transplant is 
delayed more than 2 months after the 
month of initial hospital stay. 


For example, if an individual enters 
the hospital in January, and the trans- 
plant is performed in January, Febru- 
ary, or March, entitlement would 
begin January 1. However, if the 
transplant is perfomed in April, enti- 
tlement would begin February 1. 

(4) Exception: Self-dialysis training. 
Entitlement begins on the first day of 
the month in which a reguiar course 
of renal dialysis began if: 

(i) Before the end of the waiting 
period, the individual participates in a 
self-dialysis training program offered 
by a medicare approved facility; 

(ii) The facility has certified it is rea- 
sonable to expect the individual will 
complete the training program and 
will self-dialyze on a regular basis; and 

(iii) The regular course of dialysis is 
maintained throughout the time that 
would otherwise be the waiting period. 

(f) End of entitlement. Entitlement 
ends with the earlier of the following: 


(1) The end of the 12th month after 
the month in which a course of dialy- 
sis ends, unless the individual receives 
a kidney transplant during that period 
or begins another regular course of 
dialysis; or 


(2) The end of the 46th month after 
the month in which the individual has 
received a kidney transplant, unless 
the individual receives another kidney 
transplant or begins a regular course 
of dialysis during that period. 


(g) Resumption of entitlement. An 
individual who initiates dialysis more 
than 36 months after the month of a 
kidney transplant or resumes dialysis 
more than 12 months after the month 
a previous course of dialysis ended, 
must submit a new application but 
need not serve a waiting period. If he 
is otherwise entitled under the condi- 
tions specified in paragraph (c) of this 
section, and files an application, enti- 
tlement begins with the month in 
which dialysis is initiated or resumed. 


2. Section 405.210(b)(1)(iii) is revised 
to read as follows: 


§ 405.210 Individual 
ment procedures. 


enroliment;  enroll- 


(a) What constitutes enroliment. * * * 

(b) Automatic enrollment. * * * 

(1) ** * 

(iii) He is entitled to hospital insur- 
ance benefits by reason of end-stage 
renal disease. (See § 405.104.) 


(Secs. 226A, 1102, and 1837 of the Social Se- 
curity Act (42 U.S.C. 426-1, 1302, and 
1395(p).) 

(Catalog of Federal Domestic Assistance 
Program No. 13.773 Medicare-Hospital In- 
surance and No. 13.774 Medicare-Supple- 
mentary Medical Insurance.) 


Dated: September 19, 1978. 


RosBert A. DERZON, 
Administrator, Health Care 
Financing Administration. 


Approved: September 25, 1978. 


HaLeE CHAMPION, 
Acting Secretary. 


{FR Doc. 78-29286 Filed 9-27-78; 8:45 am] 
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